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510(K) SUMMARY

This summary of 510(k) safety and effectiveness information is being submitted inaccordance with the requirements of SMDA 1990 and 21 CFR §807.92(c).

The assigned 5 10(k) number is:

1. Submitter:

Shenzhen Mindray Bio-medical Electronics Co., LTD
Mindray Building, Keji 12th Road South, Hi-tech Industrial Park, Nanshan, Shenzhen,
518057, P. R. China

Tel: +86 755 2658 2888
Fax: +86 755 2658 2680

Contact Person:
Tan Chuanbin
Shenzhen Mindray Bio-medical Electronics Co., LTD
Mindray Building, Keji 12th Road South, Hi-tech Industrial Park,
Nanshan, Shenzhen, 518057, P. R. China

Date Prepared: May 26, 2009

2. Device Name: DC-3/DC-3T Diagnostic Ultrasound System

Classification
Regulatory Class: II
Review Category: Tier II
21 CFR 892.1550 Ultrasonic Pulsed Doppler Imaging System (90-IYN)
21 CFR 892.1560 Ultrasonic Pulsed Echo Imaging System (90-IYO)
21 CFR 892.1570 Diagnostic Ultrasound Transducer (90-ITX)

3. Marketed Device:
The subject device is substantially equivalent in its technologies and functionality to theoriginal DC-3/DC-3T Diagnostic Ultrasound System that is already cleared underpremarket notification number K083505, and the other predicate devices are listed below:
Mindray M5 (K080640), Mindray DC-6 (K072164),GE Voluson 730(K041688).
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4. Device Description:
The DC-3/DC-3T Diagnostic Ultrasound System is a general purpose, mobile, softwarecontrolled, ultrasound diagnostic system. Its function is to acquire and display ultrasoundimages in B-Mode, M-Mode, Color mode, PW mode, CW mode, Power mode, DirPowermode or the combined mode (i.e. B/M Mode). This system is a Track 3 device thatemploys an array of probes that include linear array, convex array and phased array witha frequency range of approximately 2.0 MHz to 12.0 MHz.

5. Intended Use:
The device is intended for use by a qualified physician for ultrasound evaluation ofgynecology, obstetrics, abdominal, pediatric, small parts (breast, thyroid, testicle, etc),neonatal cephalic, transcranial, cardiac transvaginal, transrectal, peripheral vascular,intraoperative, urology, orthopedics, and musculoskeletal (conventional and superficial)
exams.

6. Safety Considerations:
The DC-3/DC-3T Diagnostic Ultrasound System has been tested as Track 3 Device perthe FDA Guidance document "Information for Manufacturers Seeking MarketingClearance of Diagnostic Ultrasound Systems and Transducers" issued in September 2008.The acoustic output is measured and calculated per NEMA UD 2 Acoustic OutputMeasurement. Standard for Diagnostic Ultrasound Equipment: 2004 and NEMA UD 3Output Display Standard: 2004. The device conforms to applicable medical device safetystandards, such as IEC 60601-1, IEC 60601-1-1, IEC 60601-1-2, IEC 60601-2-37 and

ISO 10993-1.

Conclusion:
The conclusions drawn from testing of the DC-3/DC-3T Diagnostic Ultrasound Systemdemonstrate that the device is as safe and effective as the legally marketed predicate
devices.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

JUL. 9 2009 Rockville MD 20850

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
% Mr. Robert Mosenkis
President
CITECH
5200 Butler Pike
Plymouth Meeting, PA 19462-1298

Re: K091941
Trade/Device Name: DC-3/DC-3T Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: II
Product Code: IYO, IYN, and ITX
Dated: June 24, 2009
Received: June 30, 2009

Dear Mr. Mosenkis:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the DC-3/DC-3T Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Number

3C5A
6CV1
7L4A
7L6
1 0LA
6C2

6LE7



Page 2 - Mr. Mosenkis

6LB7
3C1
2P2
7L5

7LT4
D6-2

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html

If you have any questions regarding the content of this letter, please contact Paul Hardy at
(240) 276-3666.

Sincerely your,

Jamne MMorrs
Acting Director, Division of Reproductive,

Abdominal, and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Mindray Co. Ltd.- DC-3/DC-3T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System X Transducer
Model: DC-3/DC-3T
510(k) Number(s)

Mode of Operation
-inical~ppliea~ion ' B M PWD C-WD -Color AmplitudeC- OtherC(specify)Doppler Doppe specify) Ote(pciOphthalmic
Fetal P P P P P P Note 1,2,3,45

Abdominal P P P P1,2 
3,4,5lntraoperative Pe 

Note2, 3, 4
lntraoperative Neuro)

aparoscopic
Pediatric P P P P P P P Note1,2,3,4,5

Small organ(specjiy P P P P P P Note 2,3, 4.. .
eonataotephalic P P2,3,4
Adult Cephalic P P P P P p P Note 1,2,3

PrPaP P PP Note 2,3,4

Conventional P P P P ~ ~~~ ~~~~~~~~~~Note 2, 3, 4Musculo-skeletal Supe rficial P P P P P P Note 2, 3, 4Intravascular

Candiac Adult P P P P Note 1,2, 3Cardiac Pediatric P P P P P Notel,2,3lntravascular (Cardiac)

rans-esoph .(Cardiac)

[ntra-Cardiac

Note l,2, 3,-'4Nnew indication; P.=previously cleared by FDA; E=added under Appendix EAdditional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.*Intraoperative includes abdominal, thoracic, and vascular etc.
**Small organ-breast, thyroid, testes, etc.
***Other use includes Urology.
Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.
Note 2: Smart3D

Note 3: iScape

Note 4: iBeam

Note 5: 4D

(Division Sign- Off)
Division of Reproductive, Abdominal and
RadiologicaliDevices 

0 8/ _
510(k) Number 0



Mindray Co. Ltd.- DC-3/DC-3T-Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System 

Transducer x
Model: 3C5A
5 1 0(k) Number(s)

Mode of Operation
Clinical Application C Alu

B M PWD cw Color Amp~litude CombinedDoppler Doppler (specify)
Ophthalmic

Fetal P P P P P P Note 1, 2, 3Abdominal P P P P P P Note 1,2,3
Intraoperative (specify)*

Intranperative (Neuro)

Laparoscopic

CdicPediatric

P e d i atrip r a l~ asc u l aP P P P P P N o te 1 , 2, 3Small organ(specify)**

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Tn i ats- esoph.(non-C ard.)
Ausculo-skeletal Conventional
Musculo-skeletal Superficial

srlus a tascular
Oardiac Adult

a Ndiac Pediatris

[ntravascular (Cardiac)

-esoph.(C ardiac)

Intra-Cardiac

Pripheral Vascular PPPP 
Nt .2L-LP I

N~~~~~~~~~~~~~~~~~~~~~~~~~ote 3: i2,ap

tha(sefNote 
4: 2 ,a

iion i ly cleared by FDA; E=added under Appendix EAdditional comments:Combind m~odes: B+M, PW+B, Color +B, Power +B, PW +Coln'+ B, Power +PW +B.
*Intraoperative includes abdominal, thoracic and vascular etc
**Small organ-breast, thyroid, testes, etc.
***Other use includes Urology.
Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.
Note 2: Smart3D

Note 3: iScape

Note 4: ibeam

(ivision Sig ' f'
Division of Reproductive, Abdominal and
Radiological Devices . .(/08510(k) Numbe 0086



Mindray Co. Ltd. - DC-3/DC--3T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System Transducer x
Model: 6CVI
5 10(k) Number(s)_______ 

_______

Mode of OperationClncal Application
B M PWD CW olor Ampltue CombinedOtes

Doppler 0 (sp Oter speicyOphthalmicDopeDppe 
(sciy

Fetal] 
P P Note 2, 3

Abominal

ntraoperative (speci fy)*
lntraoperative(Nuo

Laparoscopic

Pediatric

Small orga n(specify*

eonatal Cephalic

Ault Cephalic

Nan-ewidctatin ~rvosycerdb FDA 
Notdd ne ppni

s *rtrln oprteinldsadmnltoricanvaclrec

ras- s mall o gn- brat hritseec
usculo- sesncldesUroogy

Nsu osklteaI TSsupe Hr monicamln.Tefauedesntuecnrs gns

R(ardioa gclceies)l
510(k-Numbrd008



Mindray Co. Ltd. - DC-3/DC-3T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System 

Transducer x
Model: 

7L4A
5 10(k) Number(s) 

_________________

Mode of OperationClnical Application 
Amlue obid

Ophthalmic 
. D~~~~~~~PWoppler Doppler (specify Other (specify)

Ftal
Aborinal P P PP P P ote 2,3, 4lntraoperative (pecji)*

Small organ(specif)*p 
. p PP PpNt ,3

Muuon skel, ethali Suefca 
PNoe23,4

onenincldsa bdmnl thrcc an vsclaoec

Note 3: i~~~~~~~~~~~~~~~~capte2 
3

Dtapeaivisionde ofRpoucieabdominaltoaindvsur and.
***OthRasinldi~ologiclDeie
Not 1 Tsse aro nicNImagng Ter faued e o sec nrs g ns

Note 2: Smart ~~ ~ ~ ~ ~ 908



Mindray Co. Ltd. - DC-3/DC--3T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System 

Transducer x
Model: 

7L6
5 10(k) Number(s) 

_______________

nical Applic tion ~~~~~~~Mode of Operation
B M PWD CWD Col~or Amplitude Cobined OheDoppler Doppler seit) .Ote(specify)phthalmic 

cFetal

Abdomin-r aP 
PIntraoperative (seei) 

.Note 

2, 3, 4

ntrao trativ e ( raieicueaboiathrccan vaclrt.

Noditei I:Tsu amncIaig h etr osntuecnrs gnsNote rgan eciaNtt 
2Note 3: i~~~~~~cap3e

Rl padiolgclceie
510k) umbrc0ta

ns-tirethral ~~~ ~ ~ ~ ~ 08



Mindray Co. Ltd. - DC-3/DC-3T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System 

Transducer x
Model: 

lOL4
5 10(k) Num ber(s)

Pe icatric li
Small organ~s ecjfy)** P P f PDor P Pid Noened

Addtioal mminscomie oe:B M WB olr+B oe ,P Cler- B, Poer +spWcf~ +Be.sp

Note 3: i~ ~ ~ ~ ~ p cape3

Diisoso-rpodcivAbomnlln
Ra-adioaloiaDecs
510k)uumbrthrali~

rans-esoph. on Ca~~~009



Mindray Co. Ltd. - DC-3/DC-3T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System ____Transducer X
Model: 6C2
SI10(k) Number(s)__ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Mode of Operation
Clinical Applicationor ApiueCmnd

____________________________WD Doppler Doppler (specify) Other (pecify)

Ophthalmic

Fetal
Abdominal P P P P P P Note 2, 3
lntraoperative (specify)*

Intraoperative (Neuro)

Laparoscopic
Pediatric P P P P P P Note 2, 3
Small organ(specify)**
Neonatal Cephalic P P P P P P Note 2, 3
Adult Cephalic P P P P P P Note 2, 3
Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.(non-Card.)

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Intravascular

Cardiac Adult P P P P P P Note 2, 3
Cardiac Pediatric P p P P P P Note 2, 3
Intravascular (Cardiac)

Trans-esoph.(Cardiac)

Intra-Cardiac

Peripheral Vascular--
Other (specify)**' P P P P P Nt ,3
N=new indication;. P=previously cleared by, FDA E-de une Apeni E______
Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Colori- B, Power + PW +B3.

*lntraoperative includes abdomninal, thoracic, and vascular etc.
**Small organ-breast, thyroid, testes, etc.
***Other use includes Urology.

Note .1: Tissue Harmonic Imaging. The feature does not use contrast agents.
Note 2: Smart3D

Note 3: iScape

Note 4: iBeamn

(Division Sign-Oif)
Division of Reproductive, Abdominal and
Radiological Devices ,

510(k) Number tfgf 0091



Mindray Co. Ltd.- DC-3/DC-3T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System Transducer x
Model: 6LE7
510(k) Number(s)

Mode of Operation

finicl AppicatinB M CD Color Amplitude Combined( M D CWD Doppler Doppler (specify) Other (specify)

Ophthalmic

P P P P P P Note 2, 3, 4
bdorminal

lntraoperative (specify) *
lntraoperative (Neuro)

Laparoscopic

Pediatric

Small organ(specify)**

Neonatal Cephalic
Adult Cephalic

ns-rectal P P P P P P Note 2, 3,4
rasvginal

rans-urethral

rans-esoph' (nonhCard.)

usculo-skeletal Conventional
Musculomskeletal Superficial.

=~e 'nisin P'~peil clae by FDA; E'a dded under Appendix E

Additional commenlts:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.
Intaoperative includes abdominal, thoracic, and vascular etc.

**Small organ-breast, thyroid, testes, etc.
·***Other Use includes Urology.
Note I: Tissue Harmonic Imaging. The feature does not use contrast agents.
Note 2: Smart3D

Note'3: iScape

Note 4: iBeam

(Division SignPif)
D ivisio n of Reproduct ve , Abdominal and
Ra diological Devices
510(k) Number _________ 009

Noe : is ueHa m ni I ag ng T efetue oe n t s c ntas a ensNote 2: Smart3D~~~009
Note 3: i~~~~~~cape/~Note 4: i~~~~eaLn



Mindray Co. Ltd. - DC-3/DC-3T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System Transducer X
Model: 6LB7
5 1 0(k) Number(s)____ 

________

Moeof Operation- ~ ~ ~ ~~~iia pplication P

DDoppler Doppler (specify) '',e seiyOphthialmic

Fetal]

Abominal

ntrAoperative (pecify)*

lntraoperative (euro)
Laparoscopic

Pediatric

Small organ(specify)**

Neonatal Cephalic

Adult Cephalic
rans-rectalP P P P P P Note 2, 3,

ras-vaginal

ras-urethral

nravaseul.(ar ar)
usc Aul-klta!Cnetoa

aseulc-PedietarSuircca

ntravascular(Cric

Cardiac (Adul i-ac-
ntaCardiacPeitc

eihalVascular

Nnwindication; P--previously cleared by FDA; E=addedJ under Appendix E
Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*lntraoprtv includes abdominal, thoracic, and vascular etc.
**Small organ-breast, thyroid, testes, etc.
***Other use includes Urology.
Note 1: Tissue Harmonic, Imaging. The feature does not use contrast agents.
Note 2: Smart3D
Note 3: iScape

Note 4: iBearn

(Division Sign-0O1
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number _ _ _ _ _ _ _ _ _ _ 0093



Mindray Co. Ltd.- DC-3/DC-3T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System Transducer X
Model: 3C1

510(k) Number(s)

Mode of OperationClinica, Application p~iM CPw D Color Amplitude CombinedD Doppler Doppler (specify) Other (specify)
Ophthalmic -

etalP P P P P P Note 1,2, 3
Abdominal P P P P P P Note 1, 2, 3
Intraoperative (specify)*

[ntraoperative (Neuro)

iaparoscopic

Pediatriph__....~ 
Note 1V 2, 3mall organ(specify)**

Neonatal Cephalic

Adult Cephalic

Frns-rectal

Frns-vaginal

Trans-urethral

rans-esopit.(non -C ard )

Aiculo-skeletal Conventional
Musculo-skeletalSuefca

[ntravasculai.r

rdiac Adulte 2
Nardia c Pediatric 

Note 1, 2, 3

~~~~~~~~~~~~~~~~~~~~.Note 4: i2,am

'ntravascular (Cardiac)
Tassoph.(Cardiac)

· ntra-Cardiac

Peripheral Vascular'
Dther (speci fy)' ----- --

N=new indi c ain Ppeiosly cleared by FDA; E=;added under Appendix E
Additional comments:Combined-modes: B+

*IntraPo erative incl ab, thoracic, and vascular etcn
**Small organ-breast, thyroid, testes,· etc.
**Othe r use includes Urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.
Note 2: Smart3D

Note 3: iScape

Note 4: ibeamn

(Division sign-0o
Division of Reproductive, Abdominal and
Radiological Devices / /'510(k) Number 0094



Mindray Co. Ltd.- DC-3/DC-3T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System 

Transducer x
Model: 2P2
510(k) Number(s)

Mode of OperationClinical Application PW Colbr
M CWD Cor Amplitude eombined pecify)plithalmic ~ ~~~D Doppler Doppler (specify) Ote(sci)Ophthalmic

etal

Abdominal P P P P P P Note 1,2
ntraoperative (specify)*

*ntraoperative (Neuroa

~Laparoscopic
eatic P 

Note I, 2
*mall organ(specify)**

Neonatal Cephalic p 
Noe12

~~~~~~~~~~~~~~PNote 2: 2mr3

Ndul t Cephalic p

~~~~~~~~~Note 4: i2a

Trns-rectal

Frans-vaginal

Frns-urethral

(D o oph.(Sn on-Card.)

D susculo-skeletal Conve ntion al

Radi gcalo-sk e let a l Superficial

5 ntravasculamber
Cardiac Adult.._.......~t p 

P Note 1, 2ardiac Pediatric 
Note 1, 2ntravascular (Cardiac)

Trns-esoph.(Cardiac
) -

Intra-Cardiac

Pripheral a.__ . scular

N-~~new indication; P=previously cl eared by A;EadduerpeniE
Additional comments:Combined modes: B+M PW+B, Clor + B, Power + B, PW +Color+ B, Power + PW +13.

*lntraoperative includes abdominal, thoracic, and vascular etc.
·,**Small organ-breast, thyroid, testes, etc.

***Other use includes Urology. ~

Note 1: TissUe Harmonic Imaging. The featur does not use contrast agents.
Note 2: Smart3 D

Note 3: iScape.

Note 4: ibeam

Division of Reproductive, Abdominal andRailgcal Devices
510(k) Number 

0 9



Mindray Co. Ltd.- DC-3/DC-3T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System ____Transducer

Model: 7L5

5 10(k) Number(s) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Mode of Operation _____

Clinical ApplicationCor Amplitude Combined
B M PWD CWD DplrDplr (ecf) Other (specify)

- ~~~~Ophthfalmic
Fetal

Abdominal P P PP P P Note 2,3, 4

Intraoperative (specify)*

Intraoperative (Neuro)

Laparoscopic

Pediatric P P P P P P Note 2,3, 4

Small organ(specify)** P P P P P P Note 2, 3, 4

Neonatal Cephalic P P P P P P Note 2, 3, 4

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.(non-Card.)

Musculo-skeletal
Conventional ~~P P P P P P Note 2, 3, 4

Musculo-skeletal
Superficial ~ ~~P P P P P P Note 2,3, 4

Intravascular

Cardiac Adult

* ~~~~Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph.(Cardiac) ___ ___ _____ _____

Intra-Cardiac

Peripheral VascularP P P P P P Note 2, 3, 4

O1ther (specify)***__ _ _ _ _ _ __ _ _ __ _ _ __ _ _ __ _ _ _ _ _

N~new indication; P--previously cleared by FDA; E~added under Appendix E

Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +~Color+ B, Power + PW +B3
*lntraoperative includes abdominal, thoracic, and vascular etc.

**Small organ-breast, thyroid, testes, etc.

***Other use includes Urology.

Note I: Tissue Harmonic Imaging. T he feature does not use contrast agents.

Note 2: Smart3D

Note 3: iScape

No e 4: iBearn

(Division Sigh-Ni)
Division of Reproductive, Abdominal and
Radiological Devices 0096
51 0(k) Number >V 1 T



Mindray Co. Ltd. - DC-3/DC-3T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System ____Transducer x
Model: 7LT4
5 1 0(k) Number(s) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Mode ofOperation
linical AppliMaPWDnCWD Color Amplitude' Combine-d Ote(sciyDoppler Doppler (specify.) Ote(sci)------- -- ---- phthalm ic 

-- - - - - - .- -
Fetal

Abdominal P P P P P P Note 2, 3, 4Intraoperative (specify)* P P P P P P Note 2, 3, 4

ediatric ~ P P P P P P Note 2,3, 4

Adult Cephalic

Trans-rectal

Trans-vaginal]

Trans-urethral

Trans-esoph. nonCard )

Musculo-skeletal
Conventional ~~~P P P P P P Note 2,3, 4

Musculo-skeletal P P PP PP Nt ,3Superficial ' P PP PP Nt2,34
Intravascular

Cardiac Adult
Cardiac Pediatrc

Intravascular (Cardiac)

*rns-esoph.(Cardiac)

* ntra-Cardiac

Pripheral Vascua 
P Note 2, 3, 4Oter (specify)***. p

N=new indication; P~previously cleared by FDA; E~added under Appendix E
Additional comments:Combined modes: B+M, PW+ , Color + B, Power + B, PW +Color+ B, Power + PW +B3.

*lntraprtv nldes abdominal, thoracic, and vascular etc.
**Small organ-breast, thyroid, testes, etc.
***Other use includes Urology.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.
Note 2: Sniart3D

Note 3: iScape

*Note 4: cBam

(Division Sign i)
Division of Reproductive, Abdominal andRadiological Devices 0097
510(k) Number 0 I I Y



Mindray Co. Ltd. - DC-3/DC-3T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System Transducer x
Model: D6-2

5 10(k) Number(s)________ _______

Mode, of Operation
Clinical Application Co-lor Combined

PW (specify))
Ophthalmic ~ ~ ~ ~ ~ ~~~ _ - poppler Doppler Othepecify))

Fetal N N N N N N .Note1, 2, 3,5
Abdominal N N N N N N Note 1, 2,3,5
Intraoperative (specify)*

Intraoperative (Neuro)

Laparoscopic

Pediatric N N N N N N Note 1, 2,3,5
Small organ(specify)**

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trana-urethral

Trans-esoph.(non-Card.)

Musculo-skeletal Conventional

Musculo-skeletal Superficial - - ____

Intravascular

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph.(Cardiac)

Intra-Cardiac

Peripheral Vascular

Other (specify)***

N=new indication; P=previously cleared by FDA; E=added under Appendix E
Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

'Intraoperative includes abdominal, thoracic, and vascular etc.
"*Small organ-breast, thyroid, testes, etc.
***Other use includes Urology.

Noe10 TiseHronic Imaging. The feature does not use contrast agents.
Note 2: Smart.jD

Note 3: iScape

Note 4: iBearn

Note 5: 4D

(Division Sgn )
Divsio o Rer~~cbeAbdominal and

RadiOiOgiCal Devces 0098
510(k) Numbr09


